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DETAILED ACTION 

1 . Applicant is advised that should claim 30 be found allowable, claims 31 and 32 
will be objected to under 37 CFR 1.75 as being a substantial duplicate thereof. When 
two claims in an application are duplicates or else are so close in content that they both 
cover the same thing, despite a slight difference in wording, it is proper after allowing 
one claim to object to the other as being a substantial duplicate of the allowed claim. 
See MPEP § 706.03(k). 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

3. Claims 1 , 2, 7, and 1 1 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Kaplan (US 5,342,348). Kaplan discloses a medical device (Fig 2A) comprising an 
expandable stent (2) which takes the form of a hollow tubular member comprised of an 
expandable wire frame (col 4, lines 48-51), having a small diameter (col 4, lines 51-56), 
a relatively thin wall, and a plurality of cells (Fig 2C, element 10) formed by a plurality of 
interconnected strut members (8 and 6) (col 11, lines 12-14). Kaplan discloses the 
device further comprises a plurality of elongated removable slat members (14 and 16) 
interwoven between a plurality of the strut members to temporarily attach the removable 
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slat to the tubular member and provide a cover for a portion of the peripheral surface of 
the tubular member (col 3, lines 36-39; col 6, lines 21-26; col 25, lines 25-33; col 1 1 , 
lines 16-18). 

4. Claim 18 is rejected under 35 U.S.C. 102(b) as being anticipated by Hoganson et 
al. (US 2003/0074049). Hoganson et al. disclose a method of treating a bifurcated 
vessel with a stent covered with a polymer capable of releasing drugs or other 
therapeutic agents (pg 1 , para 0002). The stent has an expandable tubular frame (Fig 
19, element 1 0), a cover member (22) carried by the tubular frame, and including a 
detachable portion (220). The covered stent is inserted into a blood vessel and 
positioned adjacent a diseased portion of the vessel (Fig 29). The detachable portion is 
removed from the cover portion by withdrawing the detachable portion from the vessel 
therby allowing blood to flow through a portion of the cover member of the covered stent 
at the location of the detachable portion and into surrounding blood vessels (para 0125 
and 0129-0131). 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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6. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

7. Claims 3-6, 8-10, 12-15, 21-28, and 30-32 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Kaplan (US 5,342,348), as applied to claim 2 above, in view 
of Rioux et al. (US 6,981 ,964). Kaplan discloses the invention substantially as claimed 
including removable slat members (14 and 16) interwoven through interconnected strut 
members (8 and 6) of an expandable stent (2). However, Kaplan does not disclose the 
removable slat members have tethers attached. Rioux et al. disclose a stent (Fig 16, 
element 50) with a portion (78) that may be removed by pulling a removal tether, or an 
elongated activation member, (80) selectively attached to that portion (col 16, lines 45- 
47). Therefore, it would have been obvious to one of ordinary skill in the art at the time 
the invention was made to modify the stent of Kaplan to include tethers, or an elongated 
activation members, attached to each removable slat acting as elongated puller wires 
such that the tethers could be selectively pulled to selectively remove the slats if the 
slats need to be removed during surgery. Furthermore, since Kaplan discloses the slat 
members (14 and 16) should be biodegradable such that they are removable when they 
are no longer useful, it would be obvious to make the added tethers biodegradable, and 
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thus removable, as well such that they will not have to be removed by an additional 
surgery when they are no longer useful. 

8. Claims 1 6, 1 7, and 29 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Kaplan (US 5,342,348) in view of Masters et al. (US 2006/0167540) 
and Rioux et al. (US 6,981 ,964). Kaplan discloses the invention substantially as 
claimed including an expandable outer stent (2) which takes the form of a hollow tubular 
member comprised of an expandable wire frame (col 4, lines 48-51), having a small 
diameter (col 4, lines 51-56), a relatively thin wall, and a plurality of cells (Fig 2C, 
element 10) formed by a plurality of interconnected strut members (8 and 6) (col 1 1 , 
lines 12-14). Kaplan discloses the device further comprises a plurality of elongated 
removable slat members (14 and 16) interwoven between a plurality of the strut 
members to temporarily attach the removable slat to the tubular member and provide a 
cover for a portion of the peripheral surface of the tubular member (col 3, lines 36-39; 
col 6, lines 21-26; col 25, lines 25-33; col 1 1, lines 16-18). 

However, Kaplan does not disclose there is a second inner stent. Masters et al. 
disclose a medical device with an inner stent inserted into an outer stent (para 0001). 
Thus, an outer stent can have material that functions well with the vessel while the inner 
stent has material used to treat the vessel (para 0202), furthermore the outer stent may 
be smooth to interact harmlessly with the vessel, while the inner stent may aid in 
gripping a delivery catheter (para 0207). Therefore, it would have been obvious to one. 
of ordinary skill in the art at the time the invention was made to modify the device of 
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Kaplan to include an inner stent similar to the outer stent provided. The inner stent 
should have a plurality of slats interwoven through it and be coaxially disposed within 
the outer stent, such that the slat members are aligned to obtain a substantially 
continuous cover for the medical device. Thus, more area is covered by the stent to 
apply the therapeutic agent from on the slat members more evenly about the vessel. 

Furthermore, Kaplan does not disclose the removable slat members have tethers 
attached. Rioux et al. disclose a stent (Fig 16, element 50) with a portion (78) that may 
be removed by pulling a removal tether (80) selectively attached to that portion (col 16, 
lines 45-47). Therefore, it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to modify the stent of Kaplan to include tethers, or 
elongated activation members, attached to each removable slat acting as elongated 
puller wires such that the tethers could be selectively pulled to selectively remove the 
slats if the slats need to be removed during surgery. Furthermore, since Kaplan 
discloses the slat members (14 and 16) should be biodegradable such that they are 
removable when they are no longer useful, it would be obvious to make the added 
tethers biodegradable, and thus removable, as well such that they will not have to be 
removed by an additional surgery when they are no longer useful. 

9. Claim 19 is rejected under 35 U.S.C. 103(a) as being unpatentable over Kaplan 
(US 5,342,348) in view of Hoganson et al. (US 2003/0074049). Kaplan discloses the 
invention substantially as claimed including providing an expandable stent (Fig 2A, 
element 2), which takes the form of a hollow tubular member comprised of an 
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expandable wire frame (col 4, lines 48-51), having a small diameter (col 4, lines 51-56), 
a relatively thin wall, and a plurality of cells (Fig 2C, element 10) formed by a plurality of 
interconnected strut members (8 and 6) (col 1 1 . lines 12-14). Kaplan discloses the 
device further comprises a plurality of elongated removable slat members (14 and 16) 
interwoven between a plurality of the strut members to temporarily attach the removable 
slat to the tubular member and provide a cover for a portion of the peripheral surface of 
the tubular member (col 3, lines 36-39; col 6, lines 21-26; col 25, lines 25-33; col 1 1 , 
lines 16-18). Furthermore, Kaplan discloses the expandable stent is inserted into a 
blood vessel of a patient (col 9, lines 31-47). 

However, Kaplan does not disclose the stent is used to treat aneurysms. 
Hoganson et al. disclose a method of treating aneurysms within a bifurcated vessel with 
a stent covered with a polymer capable of releasing drugs or other therapeutic agents 
(pg 1, para 0002). The stent has an expandable tubular frame (Fig 19, element 10), a 
cover member (22) carried by the tubular frame, and including a detachable portion 
(220). The covered stent is inserted into a blood vessel and positioning the stent such 
that is aligned with and covering an aneurysm in the blood vessel (Fig 29). The 
detachable portion is removed from the cover portion by withdrawing the detachable 
portion from the vessel thereby allowing blood to flow through a portion of the cover 
member of the covered stent at the location of the detachable portion and into 
surrounding blood vessels (para 0125 and 0129-0131). Therefore, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to modify 
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the method of Kaplan such that the stent was used to treat aneurysms and such that the 
removable slats were selectively removed to provide flow to a branching blood vessel. 

10. Claim 20 is rejected under 35 U.S.C. 103(a) as being unpatentable over Kaplan 
(US 5,342,348) in view of Hoganson et al. (US 2003/0074049), Masters et al. (US 
2006/0167540), and Rioux et al. (US 6,981,964). Kaplan discloses the invention 
substantially as claimed including providing an expandable stent (Fig 2A, element 2), 
which takes the form of a hollow tubular member comprised of an expandable wire 
frame (col 4, lines 48-51), having a small diameter (col 4, lines 51-56), a relatively thin 
wall, and a plurality of cells (Fig 2C, element 10) formed by a plurality of interconnected 
strut members (8 and 6) (col 11, lines 12-14). Kaplan discloses the device further 
comprises a plurality of elongated removable slat members (14 and 16) interwoven 
between a plurality of the strut members to temporarily attach the removable slat to the 
tubular member and provide a cover for a portion of the peripheral surface of the tubular 
member (col 3, lines 36-39; col 6, lines 21-26; col 25, lines 25-33; col 1 1 , lines 16-18). 
Furthermore, Kaplan discloses the expandable stent is inserted into a blood vessel of a 
patient (col 9, lines 31-47). 

However, Kaplan does not disclose the stent is used to treat aneurysms. 
Hoganson et al. disclose a method of treating aneurysms within a bifurcated vessel with 
a stent covered with a polymer capable of releasing drugs or other therapeutic agents 
(pg 1 , para 0002). The stent has an expandable tubular frame (Fig 19, element 10), a 
cover member (22) earned by the tubular frame, and including a detachable portion 
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(220). The covered stent is inserted into a blood vessel and positioning the stent such 
that is aligned with and covering an aneurysm in the blood vessel (Fig 29). The 
detachable portion is removed from the cover portion by withdrawing the detachable 
portion from the vessel thereby allowing blood to flow through a portion of the cover 
member of the covered stent at the location of the detachable portion and into 
surrounding blood vessels (para 0125 and 0129-0131). Therefore, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to modify 
the method of Kaplan such that the stent was used to treat aneurysms and such that the 
removable slats were selectively removed to provide flow to a branching blood vessel. 

Additionally, Kaplan does not disclose there is a second inner stent. Masters et 
al. disclose a medical device with an inner stent inserted into an outer stent (para 0001). 
Thus, an outer stent can have material that functions well with the vessel while the inner 
stent has material used to treat the vessel (para 0202), furthermore the outer stent may 
be smooth to interact harmlessly with the vessel, while the inner stent may aid in 
gripping a delivery catheter (para 0207). Therefore, it would have been obvious to one 
of ordinary skill in the art at the time the invention was made to modify the device of 
Kaplan to include an inner stent similar to the outer stent provided. The inner stent 
should have a plurality of slats interwoven through it and be coaxially disposed within 
the outer stent, such that the slat members are aligned to obtain a substantially 
continuous cover for the medical device. Thus, more area is covered by the stent to 
apply the therapeutic agent from on the slat members more evenly about the vessel. 
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Furthermore, Kaplan does not disclose the removable slat members have tethers 
attached. Rioux et al. disclose a stent (Fig 16, element 50) with a portion (78) that may 
be removed by pulling a removal tether (80) selectively attached to that portion (col 16, 
lines 45-47). Therefore, it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to modify the stent of Kaplan to include tethers 
attached to each removable slat acting as elongated puller wires such that the tethers 
could be selectively pulled to selectively remove the slats if the slats need to be 
removed during surgery. The tethers would allow the surgeon to easily pull the 
removable slats out of the stent and simplify the procedure. 

Conclusion 

1 1 . The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

US 6,042,605 - Martin et al. US 2004/01 86562 - Cox 

US 6,030,414 - Taheri 2003/0139802 - Wulfman et al. 

US 2003/0078647 - Vallana et al. US 6,350,277 - Kocur 

1 2. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Katherine M. Dowe whose telephone number is 
(571)272-3201. The examiner can normally be reached on M-F 8:30am - 5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael J. Hayes can be reached on (571 )272-4959. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Katherine Dowe 
December 19, 2006 




MICHAEL J. HAYES 
SUPERVISORY PATENT EXAMINEP 



